IN THE DRAWINGS 

Please amend Fig 4B, as indicated in red in the attached sheets of drawings labeled as 
"Marked up Versions". The changes indicated in the marked up versions have been 
incorporated into the claim drawing sheet showing Fig 4B and properly labeled as a 
"REPLACEMENT SHEET" 

New Formal drawings incorporating the changes made therein will be submitted upon 
receiving an indication from the examiner that the changes to the drawings are acceptable. 
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REMARKS 

I. OVERVIEW 

In the Official Action, the Examiner raised a host of technical objections to the claims 
based on 35 U.S.C. Sections 101 and 112, Additionally, the Examiner rejected some of the 
claims on substantive grounds based on 35 U.S.C. Section 103. To support these substantive 
rejections, the Examiner cited previously cited art, along with two newly found references 
including McAuley U.S. Patent Application Publication 2003/0094178, and Barrett, U.S. Patent 
No. 6,412,488. 

With this Response, the Applicants have amended the Specification, the Claims and the 
Drawings, were necessary, to overcome the Examiner's technical objections. Additionally, the 
Applicants have amended the claims where necessary, to point out those features that patentably 
distinguish the Applicants' invention from the art of record. 

As set forth in more detail below, the changes made to various parts of the Specification 
are believed to overcome the technical objections. It is believed that the claims of the application 
are now in condition for allowance, as none of the art of record discloses or suggests the 
Applicants' claimed invention. 

II. REJECTION UNDER SECTION 101 

The Examiner first rejected the claims under Section 101. In particular, the Examiner 
believed that several of the claims were directed to non-statutory matter such as "a patient having 
a forehead, a mouth and a nose having a naris". 
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In this regard, the Applicants would like the Examiner to first note that no where in the 
claims, were the Applicants attempting to claim the non-statutory subject matter of a human 
being, or the body parts of a human being, such as a forehead, mouth and a nose having a naris. 
Rather, these body parts were inserted into the claim, to help clarify features relating to the 
apparatus of the claim, such as the positioning of the mask, that covers the nose but not the 
mouth; the naris of the nose into which the flexible cannula extends; and the forehead, over 
which the exhaust tube extends in certain of the claims. 

In placing these body parts in the preamble of the claims, the Applicants were attempting 
to provide an appropriate antecedent basis for later recitations in the claims that related to the 
positioning of the various parts of the invention relative to the body parts mentioned. As such, 
the Applicants believe that these recitations were not objectionable under Section 101. 

In reviewing the Examiner's rejection, it appears the Examiner's primary objections 
related to the use of the body parts within the preamble of certain of the claims. To help address 
the Examiner's concerns, the Applicants have, in this Amendment, removed the body part 
recitations from the preamble of the claim, but has maintained them in other places in the claims. 

The Applicants submit that this is perfectly acceptable within the rules of practice, and 
does not run a foul of Section 101 . To support the Applicants' belief, the Applicants direct the 
Examiner's attention to Exhibit A. Exhibit A comprises samples of issued patents having claims 
that include recitations of body parts. These claims are pertinent as, just in the present invention, 
it is believed by the Applicants that the patents listed in Exhibit A do not make any attempt to 
claim the body parts listed in the claims, but rather, recite the presence of certain body parts as 
locators, to better describe particular parts of the various devices being claimed. 
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Exhibit A is not an inclusive list. It does not include all of the patents that recite a body 
part within a claim. The Applicants believe that such a list would be too extensive to include, for 
in the Applicants' limited search, they found 1,338 issued patents that included both of the terms 
"nose" and "mouth" within a claim. 

Turning now to the patents contained with Exhibit A, it will also be noted that many of 
the patents appeared to have been examined by the Examiner's art unit, as the Examiner's 
supervisor, Henry Bennett, is listed as a primary Examiner on several of the patents shown in 
Exhibit A. 

For the reasons set forth above, the Applicants submit that the Examiner's objections 
under Section 101 have either been rendered moot by the amendment made to the claims, or 
alternately, were rendered moot due to the impropriety of the rejections. 

III. REJECTIONS UNDER SECTION 112 

In the Official Action, the Examiner objected to Claims 1, 21, 30, 34-37 and 39 under 
Section 1 12. 

In particular, the Examiner believes that the claims contain subject matter that was not 
described in the Specification in such a way as to reasonably convey to one skilled in the art that 
the inventor had possession of the claimed invention. The Examiner believes that no support 
exists for terms such as "flexible cannula", "middle portion", "a second flexible cannula", a "first 
cannula to resist a movement of the first cannula" [that was] moved by the user"; and "a second 
inspiratory port being sized for slideably receiving the second cannula... of the second cannula 
when not being moved by the user". 
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Contrary to the Examiner's assertion, the Applicants believe that all of the materials 
above are described within the Specification, and are contained within the Specification in a 
manner that would enable one reasonably skilled in the art to appreciate the presence of these 
elements. 

In this regard, the Examiner's attention is first directed to lines 17-22 of page 24, and 
lines 1-13 of page 25. This section of the application (as amended by the instant Response) is 
forth below. 

"The first and second nasal cannulas 180, 184 are generally flexible pieces of 
respiratory tubing used with anesthesia devices. The first nasal cannula 180 has a 
source end 1 79 A and a patient end 1 8 L and a middle portion 193 disposed between 
the source end 179 and the patient end 181 . The second nasal cannula 1 84 has a 
source end 1 83^ and a patient end 1 85 . and a middle portion 195 disposed 
between the source end 183 and the patient end 185 . The source end 179 of the 
first nasal cannula 180 is connected to the patient end 171 of the first patient 
connector 172 of the mask connector 170. The source end 183 of the second nasal 
cannula 184 is connected to the patient end 173 of the second patient connector 
174 of the mask connector 170. The inspiratory gas coming from the first patient 
connector 172 of the mask comiector 170 enters the source end 179 of the first 
nasal cannula 1 80 and exits through the patient end 1 8 1 . The inspiratory gas 
coming from the second patient connector 1 74 of the mask connector 1 70 enters 
the source end 183 of the second nasal cannula 184 and exits through the patient 
end 185. 

The first and second nasal cannula 180, 184 extend through the first and second 
inspiratory gas ports 121, 122 of the anesthesia mask 112 such that the patient 
ends 181, 185 of the nasal cannulas 180, 184 are under the crown member 132. 
The first and second inspiratory gas ports 121, 122 can be sized to form a snug fit 
with the first and second nasal cannula 180, 184 such that the user can move the 
cannula 180, 184 to place the patient ends 181, 185 in a desired position within 
the crown member 132 for delivery of inspiratory gas to the patient. 

As best shown in Figs. 5B and 6B, the patient ends 181, 185 of the nasal cannulas 
180, 184 extend through the gas inspiratory ports 121, 122 of the crown portion 
132." 1 



The underlining and strikeout show amendments made in this Response 
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Turning to the above excerpt from the application, you will notice that it first states that 
"the first and second nasal cannulas 180,184 are generally flexible pieces of respiratory tubing 
used with anesthesia devices" (emphasis added). This sentence clearly discloses the fact that the 
tubes are flexible. 

The next two sentences recited, prior to editing, that the first nasal cannula had a source 
end 1 79 and a patient end 1 8 1 . It also recited that the second nasal cannula 1 84 had a source end 
and a patient end 1 85. 

With this amendment, the Applicants have also added that the first and second nasal 
cannulas include middle portions 193, 195 respectively, that are disposed between the source end 
and the patient end. 

Although the term "middle portion" was not used per se in the application as originally 
filed, the Applicants submit that a middle portion is clearly disclosed. 

Your attention is now directed to Exhibit B, that comprises an excerpt from the Merriam 
Webster Collegiate Dictionary (10 th Edition), and more particularly, to the dictionary's definition 
of "middle". The dictionary defines middle as 2: being at neither extreme, and also defines it as 
1 : a middle part, point or position [and] 4: something intermediate between extremes. 

In the instant context, the source end 179 and patient end 181 are the "extremes" of the 
first nasal cannula. It follows, therefore, that the middle portion 193 of the first cannula is that 
portion of the cannula 180 that is disposed between the two extremes of the cannula, namely, the 
source end 179 and the patient end 181. 

The same logic applies with respect to the second nasal cannula 184. 
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Turning now to Fig. 4B, it will be noted that the first and second cannulas, 180 184 are 
clearly shown as having middle portions 193, 195 respectively, that exist between their 
respective ends. As the disclosure of an application includes all of the subject matter within the 
originally filed application, including the Specification, Claims, Abstract and Drawings, the 
Applicants submit that a middle portion was, and always has been shown in the application, and 
as such is, (and was when filed), disclosed in a manner to enable one skilled in the art to 
understand the invention. 

The additional clauses added by the Applicants relating to the middle portion add no new 
matter, but rather, do little more than commit to prose that which had already been disclosed in 
picture and logic. 

In summary, the Applicant believes that the middle portion, while always disclosed 
explicitly, is now, with the amendment, disclosed more explicitly. 

Turning back to the same section, the Applicant submits that the quoted passages set forth 
above also clearly disclosed the presence of a second cannula, (Claim 35), and a first and second 
flexible cannula (Claim 36). 

The Examiner also believes that in Claims 36 and 37, terms such as "first cannula to 
resist movement of the ... moved by the user ... a middle portion, second inspiratory port being 
sized for slideably receiving the second cannula ... of the second cannula not being moved by the 
user. were not fully disclosed in the Specification. 

Contrary to the Examiner's belief, the above recitations are fully supported and disclosed 
in the Specification. 

The Examiner's attention is directed to the excerpt below taken from the application, at 
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page 22, lines 20-22, and page 23 , lines 1-6. 



The first and second inspiratory gas ports 1 2 1 , 1 22 are generally 
circular openings in the crown member 132 that are sized for 
snugly, but slideably receiving the inspiratory gas line 120 so that 
the inspiratory gas line can extend there through to deliver 
inspiratory gases directly to the patient's nose within the anesthesia 
face mask 112. Fig. 4B shows an inspiratory gas line 120 which 
includes a source line 152; a line splitter 156; first and second 
intermediate lines 160, 164; a slide member 162, a mask connector 
170 and first and second nasal cannula 180, 184. The source line 
152 is a generally cylindrical gas line used in anesthesia devices 
that includes a source end 1 5 1 and a patient end 153. The source 
end 151 is connected to an inspiration gas source 150, and the 
patient end 153 is connected to the line splitter 156. 

The excerpt above clearly states that the first and second inspiratory gas ports 121, 122 
are sized for snugly but slidably receiving the inspiratory gas line 120, so that the inspiratory gas 
line can extend therethrough. 

The Examiner's attention is now directed to the excerpt below, that is taken from the 

Specification at page 25, lines 6-15. 

The first and second nasal cannula 180, 184 extend 
through the first and second inspiratory gas ports 
121, 122 of the anesthesia mask 1 12 such that the 
patient ends 181, 185 of the nasal cannulas 180, 184 
are under the crown member 132. The first and 
second inspiratory gas ports 121, 122 can be sized 
to form a snug fit with the first and second nasal 
cannula 180, 184 such that the user can move the 
cannula 180, 184 to place the patient ends 181, 185 
in a desired position within the crown member 132 
for delivery of inspiratory gas to the patient. 
As best shown in Figs. 5B and 6B, the patient ends 
181, 185 of the nasal cannulas 180, 184 extend 
through the gas inspiratory ports 121, 122 of the 
crown portion 132. As the patient end 181 185 of 
the nasal cannulas 180, 184 within the nares N of 
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the nose Z of the patient P, the anesthesia gas is 
deposited directly into the nares N for inhalation by 
the patient. 

This section clearly states that the first and second nasal cannula 180, 184 extend through 
the inspiratory gas ports 121, 122, and that the inspiratory gas ports are sized to form a snug fit 
with the first and second cannulas such that the user can move the cannula to place the patient 
end in a desired position within a crown member. 

The "snug but slidable" description of the size relationship between the gas ports and 
cannula clearly discloses that the cannula and gas ports are sized relative to each other, to have a 
"loose" enough fit so that the cannulas can be slid within the gas port to change the amount of 
length of the cannula that is within the dome of the mask; while still retaining a "snug" enough 
fit between the cannula and the gas port so that the cannula and the gas port will tend to retain 
their relative positions within the gas port in the absence of a force (such as that exerted by the 
user) that serves to either slide the cannulas in the gas port, to either increase or decrease the 
length of the cannula disposed within the interior of the dome portion of the face mask. 
As such, the Applicants submit that they have complied fully with the written description 
requirement, as all of the materials recited in the claims are clearly disclosed within the 
Specification. 

The Examiner later suggests that in paragraph 6 of the Official Action, that the middle 
portion is not disclosed in the original disclosure. For the reasons set forth above in connection 
with the Applicants 5 disclosure of what constitutes a "middle portion", the Applicants submit 
that a "middle portion" is fully disclosed now in the amended Specification, and was fully 
disclosed in the originally filed application. 
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IV. THE SUBSTANTIVE REJECTIONS 

A. Overview of the Examiner 's rejections made in the 25 January 2006 Official Action. 
In the Official Action, the Examiner rejected all of the claims under Section 103. To 

support the rejection, the Examiner employed a combination of references for each rejection. 

The art relied on by the Examiner included references such as Blasdell, U.S. Patent No. 
5,419,3 1 7; Schauweker, U.S. Patent No. 2,462,005; Kwok, U.S. Patent No. 6,1 12, 746; Vanuch, 
U.S. Patent No. 5,243,708 and Muto, U.S. Patent No. 4,454,880. 

The above mentioned references were all originally used to reject the claims in the first 
Official Action. 

As stated at the interview, none of the Blasdell, Schauweker, Kwok, Vanuch or Muto 
disclosed or suggested the use of an inspiratory gas line for delivering inspiratory gases, wherein 
the inspiratory gas line of a patient end that was configured for insertion into the naris. 

In the rejections, the Examiner also cited additional references not previously seen, 
namely McAuley, U.S. Patent Application No. 2003/00941 78, and Barnett, U.S. Patent No. 
6,412,488. 

McAuley was cited primarily because of its alleged teaching of an inspiratory gas 
provided within each nostril of a patient through a nasal cannula. Barnett was recited primary 
because of its alleged teaching of a nasal face mask assembly having an exhaust tube in 
communication with the mask at an elbow connection, wherein the exhaust tube extended over 
the forehead of the patient. 

B. The Applicants ' Invention and the Claims As Amended. 
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As discussed in the Response to the last Official Action, one of the features of the 
Applicants' invention is that it includes a flexible cannula having an outside portion disposed 
outside the dome, a patient end inserted into the naris of a patient, and the middle portion that is 
adjustably positionable with respect to the face mask, to permit the user to adjust the position of 
the cannula. This position can be adjusted in a manner that increases or decreases the length 
(amount) of the cannula within the dome portion. 

By enabling the user to vary the length of the cannula within the dome portion, he can 
adjust the length of the cannula to fit noses of different sizes. Further, the flexible nature of the 
cannulas, when coupled with their "snug but slidable" engagement with the gas ports allows the 
first and second cannulas to be independently adjustable with respect to each other in those 
embodiments employing a first and a second cannula. This independent adjustability further 
enhances the medical practitioner's ability to vary the position fo the two cannulas to better fit 
the particular patient, and also better enables the practitioner to position the first and second 
cannulas independently of each other. 

Additionally, the flexibility of the cannula permits the user to manipulate the position of 
the cannula so that the user (usually a medical or dental practitioner) can better adjust the lateral 
position of a cannula to better fit the nose of the patient into which the cannula is being inserted. 

As discussed in the last Official Action, noses vary in length, width and other factors. 
Importantly, noses vary in the width of the columella that separates the nose into two nostrils 
(naris). Because the columella of patients differ widely, the Applicants have found that it is very 
helpful to be able to adjust the relative width and separation of the cannulas inserted into the 
nostril to ensure that the nostril-engaging patient ends of the inspiratory port are properly 
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positioned within the nostril. This variable positioning cannot be accomplished with either the 
Fisher device that was discussed in the last Official Action, or with the devices shown in the 
McAuley or Barnett references disclosed in this Official Action. 

Additionally, the Applicants' arrangement also permits the length of the cannula within 
the interior of the face mask to be varied. The Applicants' design enables the practitioner to 
insert a relatively long portion of the cannula interiorly of the face mask to ensure that the 
cannula is inserted deeply enough within the naris of the patient to help ensure that gas flowing 
from the cannula is received within the body of the patient. Alternately, the practitioner can pull 
the cannula out to reduce the length of the cannula within the dome portion, so that only a short 
length of the cannula is contained within the interior of the mask. A shorter length of cannula 
placed inside the mask may be appropriate if the patient has a large or long nose, that is placed 
close to the dome. In such a large-nosed patient, only a short length of cannula is necessary to 
have the cannula inserted at a proper depth within the naris. The "axial variability" of the 
Applicants' invention is not possible with the configurations shown in the prior art. 

Another feature of the Applicants' invention is that it includes an exhaust port, elbow and 
exhaust tube arrangement that allows the exhaust tube it to pass over the forehead of a patient, 
rather than along side the patient. The advantage obtained by this feature is that masks having 
"side loading" tubes tend to be economically disadvantageous to the practitioner operating on 
the patient. 

Because many procedures are rather lengthy, practitioners (especially dentists, and oral 
surgeons) prefer to sit while performing a procedure on the patient. The side hanging hoses on 
masks, such as those shown in the prior art, force the oral surgeon to place herself in a position 
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where she can work on the patient while not interfering with the hoses. This causes the oral 
surgeon to position herself further away from the patient than she would prefer. 

By contrast, one embodiment of the Applicants 5 invention employs an exhaust line that 
hangs over the forehead of the patient and over the patient's head, and then leads back to the 
anesthesia device. Through the Applicants' configuration, the oral surgeon does not need to 
"work around" the side hanging tubes. As such, the oral surgeon can get closer to the patient, 
and assume a more economically correct position while operating on the patient. 

C. The Newly Cited Art 

In the prior response, it was pointed out that the prior cited references, including Fischer, 
U.S. Patent No. 4,248, 218; and Brekke et al„ U.S. Patent No. 4,151,843 did not disclose or 
suggest the applicant's invention, and that he applicant's claims were patentably distinguishable 
over these references. 

As discussed above, none of the art cited in this Official Action, that was cited in 
previous Official Actions discloses or suggests the Applicants' flexible and adjustably 
positionable cannula, nor does the prior cited art disclose or suggest the Applicants' arrangement 
wherein the exhaust elbow and exhaust line arrangement is positioned to extend over the 
forehead of a patient, the newly cited prior art does not disclose or suggest these features either. 

L McAulev U.S. Patent Publication No. 2003/0094178 

The McAuley reference actually shows two very distinct devices. The device shown in 
Figs. 2 and 7 appears to comprise a pair of nasal tubes 32, 33 coupled together by a "Y" 
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connector 3 1 . The McAuley nasal tube device 30 appears to be a stand alone device, that is used 
by itself, rather than being used with a mask. Nothing in the McAuley patent discloses that the 
device shown in Fig. 2 is useable in connection with a mask. 

The second embodiment of McAuley' s device is best shown in Figs. 11-16. Turning now 
to Fig. 11, one of the single tubes 65 is used. Tube 65 terminates at an end (close to the end of 
line 62). A mask 61 (referred to as a nasal sealing flap) is provided, and a pair of cannulas, 63, 
64, extend through the mask. 

As you will note from the drawings, the length of the cannula 63, 64 are rather short. 
Additionally, there is little length of cannula between the mask and the end of tube 60. It is also 
note worthy that the cannula 63, 64 are designed for "inspiratory gas" to be delivered to a patient, 
and that there is no feature in McAuley's mask that would provide any evacuation of gas. 

Most importantly, McAuley's cannula 63, 64 are not adjustably positionable with respect 

to the mask. In this regard, the Examiner's attention is directed to paragraph 59 of the McAuley 

reference that is shown at page 4, col. 2. McAuley states: 

"The nasal device comprises the nasal sealing flap [mask] 61 connected by 
appropriate means to a nasal member 62 that terminates in at least one nasal 
cannula, although in the preferred form two cannulae 63, 64 are provided, one for 
each of the patient's nares. The flap 61 and cannulae 63,64 may be integrally 
formed or the flap 61 may be attached about the cannulae 63, 64 (by appropriate 
means, such as gluing) after the cannulae have been formed. Furthermore, the 
cannulae 63, 64, flap 61 and nasal member 62 may all be integrally formed by 
injection molding or the like methods. The cannulae 63, 64 extend through the 
proximate end of the flap 61, so that in use, upon placing the flap about the 
patient's nose the cannulae extend into the nasal cavities of the patient's nose. The 
other end of the nasal member 62 is connected, again by appropriate fixing means, 
such as by friction fit, snap fit, gluing, welding, threading or the like, to a nasal 
tube 65." (Emphasis added) 
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As will be appreciated, the integral molding of the cannulae 62, 63 and mask 61; or 
alternately, the gluing of the cannulae 63, 64 to the mask 61, in McAuley will fixedly position the 
cannulae 62, 63 with respect to the mask 61 . As such, the cannulae cannot be slid with respect to 
the mask, to make the portion of the cannulae inside the mask either longer or shorter, to adjust 
to patients having noses of different sizes. Additionally, from the length of the cannulae shown in 
the drawings, the cannulae 63, 64 do not appear long enough to provide much lateral 
adjustability. 

In summary, nothing in McAuley discloses or suggests providing an adjustably 
positionable cannula in connection with the face mask system, as recited in Applicants' claims. 
Nor does anything in McAuley disclose or suggest providing a mask system having an exhaust 
valve, wherein the exhaust valve is placed over the forehead of the patient, that is also recited in 
the Applicants' claims. 

Z Barnett U.S. Patent No. 6,412,488 

The Barnett reference was cited primarily against the feature recited in Applicants' claims 
that relates to the exhaust tube being positioned to extend over the forehead of the patient. (See 
Applicants' Claims 24 and 38). Turning now to Barnett at Fig. 1 A, it will be noticed that Barnett 
shows a mask that appears to have a soft face-engaging portion 32, and gas port 76 that forms an 
elbow, and terminates the conduit receiver 36, that can be attached to a tube of some sort. 

Barnett describes the area shown as 58 as being the upper portion of the face mask. 
Therefore, it appears that the conduit 36 may extend generally parallel to the nose, and would 
open upwardly to a position adjacent the forehead. 
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However, an important distinction between Barnett and the Applicants 5 claimed invention 
exists. This distinction is the conduit 36 is described in Barnett as being an inspiratory conduit, 
rather than an evacuation or exhaust conduit. As such, Barnett does not disclose or suggest the 
use of an exhaust or evacuation conduit that is positionable to extend over the forehead. 
Additionally, Barnett does not disclose or suggest the use of flexible cannula, as no cannulas that 
are insertable into the naris of a patient are shown or suggested anywhere within the Barnett 
device. 

V. AMENDMENTS TO THE CLAIMS 

In this Response, the Applicants have amended their claims to more clearly recite those 
differences, described above, that patentably distinguish the Applicants' invention from the art of 
record. 

Turning now to Claim 1 , it will be noted that it has been amended to now recite that the 
dome [of the face mask] includes a gas port, and that the gas port of the face mask is sized to 
slideably receive the flexible cannula for permitting the user to move the cannula relative to the 
face mask and gas port to enable a user to place an end of the flexible cannula in a desired 
position within the naris of the patient. 

Claim 21 has been amended similarly to Claim 1 and includes the recitation described 
above in connection with Claim 1 . 

As alluded to above, this feature is neither disclosed or suggested in any of the art of 
record, as McAuley neither discloses or suggests such an adjustably positionable cannula that is 
placeable within the naris of a patient. Certainly, the fixedly position cannula of McAuley cannot 
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disclosure or suggest it. 

The Examiner's attention is next directed to Claim 24. Claim 24 recites the combination 
of a face mask, an exhaust port, an inspiratory port, an inspiratory gas line, an elbow, and an 
exhaust line, wherein the exhaust line is positioned by the elbow to extend over the forehead of a 
patient. As discussed above, Barnett does not disclose or suggest such a device. To the contrary, 
Barnett discloses the use of an inspiratory line that extends over the forehead, rather than an 
exhaust line that is claimed by the Applicants. 

The Examiner's attention is next directed to Claim 25. Claim 25 has been amended to 
include a recitation similar to that discussed above in connection with Claim 1 . Even though the 
Applicants believe that Claim 25 is allowable for no other reason than its dependency from 
allowable Claim 24, the Applicants submit that Claim 25, on its own, includes additional 
recitations that render it patentably distinguishable from the art of record, regardless of whether 
the Examiner would find Claim 24 to be allowable. 

The Examiner's attention is next directed to Claim 30. Claim 30 has been amended to 
recite that the middle portion of the flexible cannula is slideably but snugly received in the 
inspiratory port to extend through the dome portion. 

This snug but slideable connection between the cannula and the dome portion gives the 
flexible cannula and the user the ability to adjust the length of the cannula within the dome 
portion, to thereby enable the cannula to be positioned to better fit the patient, than a device 
wherein such adjustability was not achievable. Nowhere is this disclosed or suggested in the art 
of record, as the art cited by the Examiner, including McAuley and Fisher, that contain naris- 
insertable cannulas, do not disclose or suggest a nasal insertable cannula that is adjustably 
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positionable. 

This "slideably but snugly" feature has also been added to Claim 36. Although Claim 36 
is believed to be allowable based solely upon its dependency from allowable Claim 1, this 
additional recitation provides a further patentably distinguishing recitation that makes Claim 36 
allowable, even if the Examiner were to find that Claim 1 (the claim from which it depends) is 
not patentable. This "slideable but snugly received" feature of the cannula is also incorporated 
into amended Claim 37. 

The Examiner's attention is next directed to Claim 38. Claim 38 is similar to Claim 24, 
as both recite the presence of a face mask, inspiratory gas line, a vent, an exhaust port, an elbow, 
and an exhaust line, wherein the exhaust line is positioned by the elbow to extend over the 
forehead of the patient. For the same reasons as those discussed in connection with Claim 24, 
the Applicants believe that Claim 38 is patentably distinguishable over the art of record. 

Claim 39 depends from Claim 38, and includes a recitation relating to the device 
including a flexible cannula that is slideably but snugly received by, and extends through an 
inspiratory port in the face mask. Even if the Examiner were to believe that Claim 38 is not 
patentable, these features recited within Claim 39 patentably distinguish it from the art of record, 
and argue strongly for its allowance over the art of record. 

The Examiner's attention is next directed to Claim 40, which depends from Claim 1. 
Claim 40 recites that the inspiratory gas port of the face mask is sized to slideably but snugly 
receive the flexible cannula relative to the face mask and gas port, to enable the user to adjust the 
length of the cannula within the inside air space so that the cannula is properly positioned within 
the naris of a patient. This feature amplifies the distinctions discussed above between the 
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Applicants' face mask and cannula arrangement and that disclosed by the prior art. Although the 
Applicants believe that Claim 40 is allowable by virtue of its dependency upon allowable 
Claim 1, the Applicants also submit that Claim 40 is patentable in its own right, even if the 
Examiner were to find that Claim 1 was not patentable. 

Finally, the Examiner's attention is directed to newly added Claim 41. Newly added 
Claim 41 recites that the device includes a face mask, an inspiratory gas line having a patient end 
portion, and a face mask. The patient end portion of the inspiratory gas line includes a source 
end, a patient end disposed within the dome portion and being configured for being received 
within the naris of a patient for delivering inspiratory gas to the naris of a patient. Additionally, 
the patient end portion includes a middle portion that extends through the dome portion, and has 
a length disposed within the dome portion, wherein the length of the middle portion disposed 
within the dome portion is variable by the user. 

Nowhere is this variable length cannula and mask arrangement disclosed or suggested by 
any of the art of record. 

In summary, the Applicants have amended their claims to recite those differences that 
help to further distinguish the Applicants' invention from the art of record. For the reasons set 
forth in connection with the Examiner's Section 1 12 rejections, all of the materials that have 
been added by this Amendment are clearly disclosed by the application, and were disclosed by 
the Applicants at the time of filing. As such, nothing within the claims adds anything to the 
claims that could be construed as comprising new matter. 
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Applicants believe that the present application, as amended, is in condition for allowance. 
Re-examination and reconsideration, culminating in the allowance of all claims, in due course, is 
respectfully requested. 

If the Examiner has any questions relating to this Amendment, or would like to discuss 
any issues about this case with the Applicants 5 Attorney, she is respectfully requested to contact 
the Applicants' Attorney, E. Victor Indiano, at (317) 822-0033, or via e-mail at 
Vic@JPLawIndiana.com. 

VII. REQUEST FOR EXTENSION OF TIME 

If necessary, Applicants request that this Response be considered a request for an 
extension of time for a time appropriate for the response to be timely filed. Applicants request 
that any required fees needed beyond any submitted with this Response, be charged to the 
account of E. Victor Indiano, Deposit Account Number 50-1590. 



Enc: Marked up copy of Fig 4B and a replacement sheet of drawings containing Fig 4B and 
labeled as a "REPLACEMENT SHEET" 

Exhibit A- Copies of issued patents showing the recitation of "body parts" within an 
allowed and issued claim. 

Exhibit B- An excerpt from the Merriam- Webster New Collegiate dictionary defining 




Respectfullysubmitted, 



r£ Vi£fc5f Indiano 
Reg. No. 30,143 
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Dennis Irlbeck 
John Moenning 
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